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DEPARTMENT FOR FDA 

E.O. 11652: N/A 
TAGS: TBIO, SW 

SUBJECT: LAETRILE (AMYGDALIN) 

REF: STATE 049069 

1 . THE SWEDISH BOARD OF HEALTH AND WELFARE INFORMED US THAT 
LAETRILE (AMYGDALIN) IS NEITHER SOLD NOR PROMOTED AS A CANCER 
CURE IN SWEDEN. THE SUBSTANCE IS NOT OFFERED FOR OTHER USES 
ACCORDING TO THE NATIONAL FOOD ADMINISTRATION. 

2. THE PHARMACEUTICAL DIVISION OF THE NATIONAL BOARD OF HEALTH 
AND WELFARE CONTROLS THE SELECTION, CLINICAL TESTING, AND 
LICENSING OF PHARMACEUTICALS. THE FOLLOWING INFORMATION, TRANS- 
LATED FROM THE DIVISION'S ACTIVITIES REPORT, IS IN RESPONSE TO 
PARAGRAPH 3, REFTEL: (A) PROGRAM FOR THE SELECTION OF PHARMA- 
CEUTICALS. BEFORE A PHARMACEUTICAL CAN BE MARKETED IN SWEDEN, 

IT MUST, ACCORDING TO THE PHARMACEUTICAL ORDINANCE, BE REGISTERED 
AS A PHARMACETIC SPECIALTY. REGISTRATION MAY NOT TAKE PLACE 
UNLESS THE SPECIALTY HAS BEEN FOUND ADAPTED TO ITS PURPOSE AND 
FULFILS THE GIVEN DIRECTIONS. (B) CLINICAL TESTS. IN ORDER TO 
REGISTER AS A SPECIALTY (PRODUCT), IT IS REQUIRED THAT, AMONG 
OTHER THINGS, THE PREPARATION HAS BEEN TESTED CLINICALLY WITH 
RESPECT TO PROPERTIES AND POSSIBLE SIDE EFFECTS. THE TEST SHALL 
BE REPORTED TO THE PHARMACEUTICAL DIVISION (PHARMACO-THERAPEUTIC 
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UNIT), WHICH ASSESSES THE TEST WITH RESPECT TO DESIGN AND SAFETY. 

THE DEPARTMENT S PHARMACOLOGICAL UNIT TAKES PART IN THE ASSESS- 
MENT OF EARLIER CONDUCTED ANIMAL EXPERIMENTS WITH THE PHARMACEUTI- 
CAL IN QUESTION. THE PHARMACEUTICAL DIVISION HAS TO EXPRESS AN 
OPINION ON THE APPLICATION FOR CLINICAL TESTS WITHIN 14 DAYS, 

OTHERWISE THE TESTS CAN BE STARTED. THIS FACT MEANS THAT, IF 
THE PHARMACEUTICAL DIVISION IS TO MAINTAIN CONTROL OVER THESE 
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CLINICAL TESTS, THE CASES MUST BE HANDLED WITHIN A TWO- WEEK 
PERIOD AND ANY BACKLOG CANNOT THEREFORE BE ALLOWED. (C) 

LICENSES. PHARMACEUTICALS WHICH ARE IN THE DEPARTMENT'S FILES 
(BALANS) AS REGISTRY CASES, OR THOSE FOR WHICH ONE HAS RE- 
QUESTED DEREGISTRATION, CAN BE SOLD WITH A LICENSE, THAT IS, 

DOCTORS ASK TO PRESCRIBE A PHARMACEUTICAL FOR CERTAIN PATIENTS. 

THUS PATIENTS HAVE ACCESS TO PHARMACEUTICALS WHICH ARE NOT 
FOUND ON THE MARKET AT THE SAME TIME AS THE PHARMACEUTICAL 
DIVISION HAS CONTROL OVER UNREGISTERED PHARMACEUTICALS WHICH 
HAVE BEEN PRESCRIBED. 
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